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facility management
Policy 

It is (Insert manufacturer name) policy to manage and operate the manufacturing facility in compliance with the licensing standards of the (Insert applicable agencies, Acts, Codes and/or Standards here; e.g. Therapeutic Goods Act 1989, the Therapeutic Goods Administration Australian Code of Good Manufacturing Practice for human blood and blood components, human tissues and human cellular therapy products and with the FACT-JACIE International Standards for Cellular Therapy Product Collection, Processing and Administration). 
Purpose

To provide an overview of the (Insert manufacturer name) facility and its management, with reference to relevant procedures. 
Scope

This procedure applies to the (Insert manufacturer or facility name) facility located in (Insert facility location or address).
Responsibilities

The Facility Director (Production Manager): 

· ensure compliance with (Insert relevant agencies, regulations and/or standards; e.g. Therapeutic Goods Administration (TGA) licensing regulations, FACT-JACIE accreditation standards) and other applicable laws and regulations.

· overall management of the facility

· schedule facility service inspections and recertification 
· review the facility recertification reports
· address any comments or deficiencies identified as not meeting facility specifications. 
The Quality Manager: 

· review compliance with (Insert relevant agencies; e.g. Therapeutic Goods Administration (TGA)) licensing regulations 

· assist the Facility Director with reviewing the facility recertification reports
· risk assessment and management. 

The Scientist in Charge: 
· manage the day to day operation of the (Insert manufacturer name) facility 

· maintain the environmental monitoring and cleaning schedules

· review the environmental monitoring reports and cleaning records
· document actions taken to address reported deviations and the outcomes achieved   

· assist the Facility Director with scheduling facility service inspections and recertification
· assist the Facility Director with reviewing the facility recertification reports
· review the facility service inspection reports.
The Quality Coordinator:

· manage the (Insert manufacturer name) quality system 
· assist the Quality Manager
facility description (Insert facility descriptions as appropriate; example given below)
Cleanroom Suite: 
Consists of cleanrooms, a clean corridor, a material transfer airlock and a gowning room, which also functions as an air lock.
Access to the cleanroom suite is through the Support Laboratory.

Support Laboratory: 
Functions as a reception, storage and laboratory area. 

Access to the Support Laboratory is controlled electronically (identity card). 

Flow Cytometry Laboratory:

Access to the flow cytometry laboratory is controlled by a keypad. 

Offices:
Facility office suite consists of offices and a record storage area. Additional rooms in the facility are also used as offices. 

Access to the facility is controlled by a keypad (east door) and electronically (west door). The office suite and the Quality Coordinator’s office are locked out of hours. 
Cryo Tank Room
Cryo Tank Room houses liquid or vapour phase storage tanks for cryopreserved products.
The room is kept locked. Keys to the room are held by Facilities Management. The storage tanks are padlocked. Padlock keys are held by Facilities Management.
facility management procedures
Facility Recertification
(Insert manufacturer name) has contracted (Insert contractor/s name/s) to conduct the annual recertification of the Facility as documented in Cleanroom Re-Certification Contract – Mechanical Services. 
Quarterly preventative maintenance by (Insert contractor/s name/s) is performed during recertification. Annual equipment preventative maintenance by (Insert institute name) Technical Services is also performed during recertification.
If testing indicates specifications are not being met, manufacturing in the cleanroom suite will cease until the issue has been addressed.
The following Facility recertification test reports are reviewed by the Facility Director, Quality Manager and Scientist in Charge. The review is recorded on the Facility Recertification Review form. Completed forms are stored with the (Insert contractor/s/name/s) facility recertification test reports.
· Recertification test reports provided by (Insert contractor/s/name/s):
Pressure transducer calibration

Temperature and humidity calibration

HEPA filter integrity, air velocity and room air change rates

Room particulate testing

BSC particulate testing

· Facility quarterly preventative maintenance reports provided by (Insert contractor/s/name/s).

· Environmental monitoring conducted post recertification testing.
· Building management system reports post recertification testing.

Facility Preventative Maintenance
(Insert manufacturer name) has contracted (Insert contractor/s/name/s) to conduct quarterly preventative maintenance service inspections as documented in Programmed Preventative Maintenance Contract – Mechanical Services. Items to be maintained are listed in the contract and include the air conditioning units, exhaust system and mechanical services switchboard.
Test reports are reviewed and signed by the Scientist in Charge. 

The report for preventative maintenance performed during the facility recertification is reviewed by the Facility Director, Quality Manager and Scientist in Charge as part of the facility recertification review.
Building Management System 

The (insert type) building management system (BMS) continuously monitors the temperature, relative humidity and relative room air pressures in the clean room suite. Temperature, pressure and humidity specifications are documented in Environmental Monitoring. 

The BMS also continuously monitors temperature and CO2 levels (where applicable) for incubators and storage equipment (fridges, freezer and cryo tanks) and temperature and relative humidity in the support laboratory and flow cytometer laboratory. 

Reports are printed and reviewed monthly. 
The facility recovery time (FRT) is set at (Insert validated facility recovery time) hour, which is greater than 4 times the environment recovery time.
Cryopreserved Storage
(Insert locations of cryopreserved storage; e.g. One storage tank is located in the Support Laboratory of the manufacturing unit. Additional storage tanks are located in the Cryo Tank Room.)
(Insert descriptions of cryopreservation fill-systems, liquid nitrogen level monitoring, and alarm systems. e.g. All storage tanks in the Tank Room are connected to an automatic fill system and the liquid nitrogen level is monitored remotely by the Building Management System. Audible and remote alarms are activated in the event of electrical failure or if the nitrogen level falls outside specification. Alarms are monitored by the facility Shift Engineer.)
(Insert descriptions of Oxygen level monitoring and alarm systems. e.g. Oxygen levels in the Support Laboratory and the Tank Room are continuously monitored. Audible and visual alarms are activated if oxygen levels fall below the alert level.)
Procedures for maintaining the storage tanks are documented in Cryogenic Storage Tanks. 
Microbial Contamination Surveillance

Surveillance is conducted according to a pre-defined schedule and includes: 

· an air sampling device to determine the number of viable organisms per cubic metre of air

· contact plates to check microbial contamination of surfaces 

· settle plates at critical positions within the work areas (e.g. BSC). 

Refer to Environmental Monitoring procedure. Alert and action levels for microbial contamination are defined in the procedure. Additional surveillance is conducted, as required.
Equipment

The procedure for equipment acquisition documented in Equipment. Equipment maintenance arrangements are also documented in the procedure. Annual equipment preventative maintenance by (Insert institute name) Technical Services is performed during recertification.

Operating and maintenance instructions for specific items of equipment are documented in the Facility Manual. 

Cleaning

Commercial cleaning service is scheduled every 6 weeks, refer to Major Clean.
In-house cleaning is conducted according to a pre-defined schedule (daily, weekly, monthly etc.). Refer to Cleaning and Maintenance.

Microbial contamination surveillance is used to monitor the effectiveness of the cleaning procedures. 

Pest control is conducted annually in the (Insert manufacturer name) office areas.

Cleanroom Operation 

The gowning and related procedures for operating within the cleanroom suite are documented in Aseptic Technique DOC7. All personnel operating within the cleanroom environment must undertake annual gowning competency assessment. 

Cleanroom occupancy practice was verified by airborne particle testing conducted by (Insert name of assessor and assessment date) and reported in Clean Room Occupancy Limits VAL59. Occupancy limits are: (Insert clean facility room occupancy limits. e.g. gowning room (2), clean corridor (4), cleanrooms 1, 2 and 3 (3), cleanroom 4 (4), cleanroom 5 (5)).

Entry and exit from the cleanroom suite is recorded on the Cleanroom Log.

The daily start-up and shut-down procedures are documented in Cleaning and Maintenance.
Procedures, to ensure that the transfer of product and material into and out of the cleanroom suite is controlled and separated from waste removal, are documented in Facility Transfer.  

Contingency Plans
In the event that the facility’s operations are interrupted, the Facility Director and Scientist in Charge are responsible for taking action to minimise any adverse impact on the provision of therapeutic products and to identify alternate arrangements for continuing operation. Depending on the nature and anticipated duration of the interruption, the Facility Director will inform the relevant clinicians of the situation and the alternative arrangements. Actions to take in the event of a power failure, storage equipment failure or detection of microbial contamination in the cleanroom suite are documented in Contingency Plans.
Records

Records are stored in the office of the Scientist in Charge, in the following files:

· (Insert contractor/s name/s) reports for the facility recertification and quarterly preventative maintenance.
· Environmental Monitoring 
· BMS Equipment Monitoring Reports

· Staff Training Records

· (Insert manufacturer name) Records File: Temperature Monitoring, Start-up/Shut-down, Cleaning Checklist

· Liquid Nitrogen: Monitoring and Maintenance Records

· Facility Operations: Engineering Reports, Pest Control Records

· Equipment Control Forms
· Equipment Service Records

· Record files for specific instruments
form

Facility Recertification Review FORM146
documents

Aseptic Technique DOC7

Cleaning and Maintenance DOC3

Contingency Plans DOC42

Cryogenic Storage Tanks DOC43

Environmental Monitoring DOC4

Equipment DOC55

Facility Transfer DOC56

Major Clean DOC83
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